MEMORANDUM

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

Center for Drug Evaluation and Research

Division of Drug Marketing, Advertising, and Communications

_________________________________________________________________

DATE:
May 8, 2004
FROM:
Thomas Abrams

Director, Division of Drug Marketing, Advertising, and Communications
TO:

Edwin Dutra, Jr.
SUBJECT:
Request for Extension of Comment Period for Draft DTC Guidances
This memorandum confirms the verbal requests that the Division of Drug Marketing, Advertising, and Communications has received from outside groups to extend the comment period for the draft DTC guidance documents ("Brief Summary:  Disclosing Risk Information in Consumer-Directed Print Advertisements" and "'Help-Seeking' and Other Disease Awareness Communications by or on behalf of Drug and Device Firms").

The outside groups conveyed that it would be beneficial to have an extension beyond the May 10, 2004, deadline in order to complete research that was being done in the area of DTC promotion.  For example, Eli Lilly and Company met with FDA on March 30, 2004, and discussed research that they had planned.  They stated that they would not be able to complete the research by May 10 and would appreciate an extension.  PhRMA and other drug manufacturers have also conveyed verbally that an extension would be beneficial in this area.
FDA has stated they we would like research about DTC promotion to be done and made publicly available so that FDA would have additional data to aid in the policy development in the regulation of DTC promotion.  Therefore, it would be in our interest to extend the comment period for the draft DTC guidances.  
